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@vAro ooV piong: IIAnpogopics yra Tov yprjot

Bentalya 2,5 mg/ml kévig Y10 TuKvO S1GAVPA Y10 TAPAGKELY] SLOADRATOG TPOG £YYLON)
VOPOYAOPIKT| PEVOaLOVGTIVI

AP aOTE TPOGEKTLKA OLOKAN PO TO PVAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU YPNCLUOTOLEITE AVTO
T0 QAPROK0, H10TL TEPIAUAPPAVEL CNUAVTIKEG TAPOPOPIES Y10 CUG.

DdordEre avTo To EOALO 0dNYIdV ¥prone. Towg ypelactel va to dofdcete Eava.

Edv éxete mepartépo amopieg, p@TNOTE TOV Y1OTPO 1 TOV PAPUOKOTOLO GOC.

Edv mapotnpoete Kamowo avemBOUNTN VEPYELD, EVILEPOOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
c0g. Avtd 1oydel kol yio KaBe mhoavn avemBOunT EVEPYELD TTOV JEV AVAPEPETAL GTO TAPOV
@OALO 00My1dV ¥prionc. BAéme mapdypagpo 4.

T Tepréyer 1o Tapoév evALo 00N YLOV:

AR e

—

Tt etvon o Bentalya kot oo eivar ) gpfion tov

T mpénel vo yvopilete mpv ypnouomomoete to Bentalya
[lag va ypnowonomcete to Bentalya

MBovég avemBduntec evépyeieg

Iag va puidooete t0 Bentalya

[epreydpeva g cvokevaciog Kot AOES TANPOPopieg

Th givan To Bentalya ko oo givan i yprjon tov

To Bentalya eivot éva pdppoko mov mepiéyet pia Spactikn ovoio Tov ovoudletal VOPOYA®PIKN
Bevdapovotivn (oto €N amokaAiovuevn Pevdapovotivn).

H Bevdapovotivn etvat éva pappako mov ypnoiponoteitat yuo tn Oepameio S1apopov TOHTOV Kapkivov
(KuTTapoto&ikd PAPLOKO).

H Bevdapovotivn ypnoponoteitar povn (povobepaneia) | 6€ GUVOLAGUO e GAAL PAPLLOKO YioL TN
Bepaneio TV akdAovBOV popPdV Kapkivo:

2.

APOVIOL AEUPOKVTTOPIKT AEVY AL OE TEPIMTOGELG OTOV 1 GLVOVACTIKY YNUEODEpaTEin e
@Aovdapofivn dev eivarl KATAAANAN Yo EGAC,

un-Hodgkin Aeppopata, mov dev elyav avromokpiBel kaboiov, 1} elyav poévo yio pikpd dtdotnpo
avtomokpldel og Tponyovuevn Bepoameio pue prrovipuaun,

TOALOTTAG PVEA®, o8 TepITTOoElg Oepaneiog Tov Teptiapfavel Oaidopion 1 Poptelopipmn dev
glvan KatdAAnAn yio €06G.

Tvrpéner va yvopilete Tprv ypnoiponomcete o Bentalya

Mnv ypnorpomonoete To Bentalya:

o€ mepinT®on aAlepyiog oTNV VOPOYA®PIKT BEVOQOLOTIVN T} GE 0TO100NTTOTE GALO amd Ta
GUGTATIKA OLTOV TOV PUPHAKOL (avapEPoVTaL GTNV Tapdypapo 6).

gvoom Onlalete, eav n Bepamneia pe To Bentalya sivoun amapaitntn kotd tn yoiovyio, mpémnet
va dtokoyete To OnAacuod (PA. Tapdypo@o TPOEIBOTOMGELG KOl TPOPLAAGEELS Y1 TOV
Onraopo),

o€ mepintwon mov &yete Paptd nratikn dvsAettovpyia (BAAPN oo Asttovpykd KOTTOPO TOV
NTATOC)

€4V €xel KITPIVIGEL TO OEPUN GG 1) TO AEVLKO TOV LOTIOV GOG OV TPOKANONKE Ao
mpofALata 6To e 1 6To aipd cog (IkTtepog)

€4 €yete Eviova SLoTapayUEVT AELTOVPYIO TOV HVEAOD TV 0GTOV (KOTOGTOAN TOL LLELOD
TOV 06TAOV) Kol GOPUPES OAANYEC GTOV aPOUO TOV AEVKOKVTTAP®V Kol TOV AUOTETOAM®Y GTO
aipa cag,

€av elyate vroPAndel oe peiloveg xelpovpyikéc emeuPfacelg Aryotepo omd 30 nuépeg Tpv amod
v évapén g Oepaneiog,

eqv €xete Aolpwén, Wwitepa €4v oLTH GLVOSELETAL OO UEIWMOT GTOV 0PIOUO TV AEVKDV
alpoceopiov (Asvkomevia),



G€ CLVOLAGHO pE EPPOAL KITPIVOL TUPETOV.

Ipocdomou|osig Kot TPOPVAGEELS
AmevBuveite oToV Y10TpO 1 TOV VOGOKOWO GOG TPV YPNOLLOTOcETE To Bentalya

G€ TEPIMTOON HELMUEVIIS IKAVOTITOS TOV HVELOD TOV 0GTAOV GTIV OVTIKUTAGTUCT] TOV
KUTTAP®V TOV aipatos. O mpémel va eAEyyeTal 0 aplBpdc TV AEVKOKVLTTAP®V Kl TV
aponetaAiov oTo aipo cog Tpotov exvioete T Oepaneia pe to Bentalya, mpwv amd kdbe
gnokolovbo Tpoypappo Bepomeiog Kol 6To LEGOSIUCTAUATO, LETAED TOV TPOYPUUUAT®V
Oepameiog.

o€ MEPINTOON LOIUAEEMV. B0 TPEMEL VOl EMKOIVOVICETE LLE TOV YIOTPO OOG EAV EYETE
evoei&elg Aoipwéng, mepthapPavouévov TuPETOY 1| TVELUOVIK®Y GUUTTOUATOV.

0€ MEPIMTMOGELG VIAPYOVCOS KUPILOKNG VOG0V (71.). Kopdiakn tpocsPorn, Bwpakikd dAyoc,
évtova dwotapaypévor kapdtakoi puduot).

AmevBuvleite 6ToV Y10TPO 1 TOV VOGOKOWO GO KOTA TN dldpKeLo NG ¥pnong Tov Bentalya

0€ MEPIMTMOGELG VOVTING, ERETOV. O Y10TpOg GO UTOPEL VO, GOG ODGEL EVOL PAPLOKO Y10, T
peiwon tng voutiog (avTiepeTikd).

G€ TEPIMTOON OV TOPATNPTCETE TOVO 6TO TAEVPA GOC, AifLH 6TA 0VPA GO 1] HELWUEVY
mo6oTNTA 00p®V. OTav 1 VOG0G Gog gival ToAD Papid, TO COUN GOC UTOPEL VO, Unv
Kataeépvel va kabapioet OA0 To TPOTOVTO ATOIKOOOUNONG TOV KOAPKIVIKOV KUTTAP®V OV
nebaivouv. Avtd ovopdleTor chHVOpPOpo AHONG OYKOV Kol UITOPEL VO TPOKUAECEL VEPPIKN
OVETAPKELN Ko Kapdtakd tpofAnuata evidc 48 wpav and v tpmdtn 6601 tov Bentalya. O
YTpog cag umopel vo eEacpoAioel TNV ETAPKN EVDIATMOT GOG KOl VO, GG ODOGEL GAAN
Qappoka yio va fondnocel oty Tpoinyn tg.

0€ MEPIMTOON AVTIOPAGE®VY 6TO dEPRA 060G KuTO TN Oepameia pe To Bentalya. Ot avtidpdoeig
evdéyetar va, anénbovv oe coPapotnra.

0€ MEPINTOOT ENMIVVOV KOKKIVOV 1] pof eavOnpudatov mov eEamhdvovTol Kol POVOKAAES
N/ xon dAkeg PAdPeg mov apyilovv va eppaviCovtal oto PAevvoydvo (T.y. 6T0 GTOMN Kol TO
¥eln), 18img av glyate TponyovUEveg evaictncia 6To S, AOUMEELG TOV AVOTVEVGTIKOD
cvotipatog (T.y. Ppoyyitda) 1 / Kot TupeTo.

o€ MEPINTOON £VIOVOV GAAEPYIKOV AVILOPAGE®V 1| AVTIOPAcE®V VTEpEVULIoONGiac. Oa
npénel va, 000l Tpocoy o€ AVTIOPACELS £YYVONC LETE TOV TPMTO KOKAO TNg Bepaneiag coag.

Onowdnmote otiyun] Katd tn ddpkela 1 petd tn Oepaneio cog, EVUEPDGTE TOV YIOTPO GOG OUECMS
€4V TAPUTNPNCETE O1 10101 1| KUTO10G TOPOUTNPTOEL OE EGAG: ATMAELN LVIIING, TPOPANHATA CKEYG,
dvoKoAia 6T Padion 1] OTOAELY TG OPAGTG — AVTA UTOPEL VO OPEIAOVTAL GE LU0l TOAD GTAVIK OAAG
coPopn eykepaiikn Aoipwén mov pmopel va etvar Bovatneopog (Tpoiovca TOAVEGTIOKN
Aevkogykepaiomadeia 1 TTITA).

Emwcowvmviote pe tov y1atpd cag edv mopatnpnoete Vontes peTaforés Tov 0EppaTog, yioti pmopet
va uIapyEl avENUEVOS KIvOuVOg Yo OPLGUEVOVS TOTIOVG KAPKIVOL TOV SEPUATOG ([T LEAOVMUATIKOG
KOPKIVOG TOV OEPUATOG) LE T YPTON ALTOL TOV PAPUAKOV.

IMoord ko Epnpor
Agv vrdpyet epmeipio o TodLA Kot EPNPOVS e LOIPOYAPIKT PEVOaLOVGTIVN.

Alha @appoxa kot Bentalya
Evnuepoocte tov yworpd 1M TOV QUPUOKOTOL0 GOG €0V YPNOULOTOIEITE, £YeTE TMPOGPATO
YPTCULOTOGEL 1] UTOPEL VO, XPTCLLOTOIGETE AL POPLLOKCL.

Ao, @hppoKo UTOPEL Vo EMNPEACTODY Ad TV VIPOYA®PIKN PevdopovoTivi). AVtd, |E T GEpd
TOVG, UTOPEL VOl EMNPEAGOVY TO TOGO KAAG AELTOVPYEL 1] VOPOYAW®PIKT PEVIAPOLGTIVN.

Edv to Bentalya ypnouonoteitor oe cuvovacud pe QAPUOKA TOV AVUGTEAAOVY TO GYNUATIOUO
ailOTOg GTO LVEAD TOV 0GTMV, 1| ENXLOPUCT] GTO LVEAD TOV 0GTAOV EVOEYETAL VO, EVTAOEL.

Edv to Bentalya ypnouonoteitor oe Guvovacud e eAproKa Tov HETABUALOVY TV 0VOGOAOYIKT



OVTOOKPIOT OOG, 1) EXOPACT] AVTH EVOEXETAL VAL eVTADEL.

Ta KLTTOPOCTUTIKA PAPUOKO EVOEYETOL VO LELOCOVV TIV OTOTEAECUATIKOTITO TOV EUPOALOCUOD LE
Covtavo 10. Emmiéov, Ta KTTapooTatikd eappoka avavouy Tov kivouvo Aoiuwéng pnetd omd
gpPortacud pe Lovrava epfora (m.y. ukdg epfortacuog).

Kinon, Onhaopoc ko yovipdétnta

Kvnon

To Bentalya pmopel va mpokaiécet yevetikéc PAAPeg Ko £yl TPOKUAECEL OLGTANGIES GE HEAETEG e
{oa. Agv mpémet va ypnoiponoleite To Bentalya katd tv kOnom ektdg edv 6ag To VITOSEIEEL GOPDOS O
Ywtpog 6ag. Xe nepintwon Oepaneiog 0o mpénel va avalnTNOETE 10TPIKT] YVOUATELCT] GYETIKY LUE TOV
Kivouvo mhavmv avemiBounTmy evepyeldv e Bepameiog cag yio to oyEvvnTo Toidi Kol GLVIGTATOL 1)
AWM YEVETIKNG GUUPOVAEVTIKTG.

Tovwotnza
Edv elote yuvaika pe duvotdtnto TeKvomoinong mpEmeL va, YpNCULOTOIEITE L0l AITOTEAEGLLOTIKN

HUéEB0S0 avTICOAANYNG TOGO TPV OGO Kol KoTd TN didpkela g Oepaneiog pe to Bentalya. Eqv
TPOKLYEL EYKLHOCHVN KaTd TN dtdpkela TG Bepoameiog e to Bentalya mpémel va evnuepdoete apécmg
TOV YluTpd 0aG Kot Vo YIveL ANy YEVETIKNG GUUPBOVAEVTIKTG.

Edv giote vtpag, Bo Tpémel va amopOYETE Vo TEKVOTOGETE KATA TN dldpKeLo TNG Bepameiog L To
Bentalya ka1 yio émg 6 ufvec petd ) otakomnn g Bepameiog. Ymapyet kivovvog 1 Oepomeio pe 10
Bentalya vo odnynoet og otelpdtnta Kot propet vo exfouncete v avalntnon cupPoving oxeTiKd
He TN eOAOEN omEPUOTOG TTPLY amd TV Evapén g Oepamneiog.

Avtpec mov Aappdvovv Beparneia pe to Bentalya cuvictatot vo unv TeKvomocouy Katd T dldpKeLo
g Oepameiog Kot Eog 6 pveg petd. Lpw amod v évapén g Bepancioc, Oa tpénetl va avalnrnoete
ouUPBoLvAN Yo TN EOAOEN OTEPUATOG AOY® THOVOTNTAG LOVIUNG OTEPOTNTUGC.

Onioopdg
To Bentalya dev mpénet va yopnyeitot katd 1o Oniacud. Edv n Ogpaneia pe to Bentalya eivon

omapoitnTn Kotd T yorovyio, TPEMEL va. S1UKOYETE TO ONAAGLLO.

Edv elote éyxvog 1 Onidlete, vouilete 6t1 umopel va giote €ykvog 1 oyedldlete vo omokTNoeTe Todi,
{ntote T GLUPOVAT TOVL YLOTPOV 1| TOV POPHAKOTOLOD GOG TPV TAPETE OVTO TO PAPLLOKO.

001yN o1 Ko LEPIOUOS PNV LATOV

Agv mpaypotomonOnKoy HeAETEG GYETIKA [E TIC EMOPAGELS GTNV KOVOTNTA 001YNONG KOl EPIGLOV
unyovnudtov. Mnv odnyeite 1 xeipileste unyoviuaTo. E0V TOPOVGLACETE AVETLOVUNTEG EVEPYELEG,
ommg (OAn 1 aTOAEL GUVTOVIGHOD.

3. Iog va ypnopomonjcere To Bentalya

[Tavtote va YpNOYLOTOLEITE TO PAPHOKO VTO VCTNPE COUPMOVE LE TIG 0OTYIES TOL YIATPOV 1| TOL
Qopuokomolod coc. Eav éxete appifolicc, potnoTte TOV Y1ATPO 1 TOV QOPLOKOTOLO GOGC.

To Bentalya yopnyeiton evéoprefing ywa 30-60 Aentd, og mowiieg d0oelc, gite ¢ povobepaneio 1| o€
ouVOLOCUO HE GAAD PAPLLOKCL.

H Oepaneia dev Oa mpémet va Egxvinoet €6v Ta AeVKA aploo@aipld oag (AEVKOKDTTOPW) £XOVV TEGEL G
TIES KATO 0o To Kobopiopéva enineda.

O y1atpog oag 0o Tpocdlopilel AVTEC TIG TYWEG OE TAKTH YPOVIKA OLUGTAILOTAL.

Xpovia AELOOKVTTAPIKN AEVY L0

Bentalya 100 mg avd tetpaymvikd PHETPO TNE EMLPAVELNS CAOUATOS GO Tic Huépeg 142
(Baoel Tov Hyyovg Kat Tov Bapovg 5ag)




Enavolapete tov koKAo Enetto amd 4 efoopnddec £0g 6 popég

Mn-Hodgkin Aspodpota

Bentalya 120 mg avd TeTpaymvikd PHETPO TNG EMLPAVELNG COUNTOG GOG Tic Huépeg 1 + 2
(Bdoel Tov Hyovg Kat Tov Bapovg cag)

Enavalapete tov kokAo €neita amd 3 efOoAdES Yio TOVAAYIGTOV 6 POPEC

TToAAomAd puémuo

Bentalya 120 - 150 mg avd tetpoy@vikd PETPO TNG EMPAVELNG CMDIOTOG Tic Huépeg 1 + 2
o0 (Pdoet Tov Hyovg Kot Tov BAPovE Gag)

IIpedvilovn 60 mg ava TeTpaymVIKO PETPO TNG EMPAVELNG COUATOC GOG Tic Huépeg 1 - 4
(Baoel Tov Hyyovg Kat Tov Bapovg 6ag), EvooprePimg 1 omd To oTOU

Enavolapete tov koKAo Eneita amd 4 BOOUAdES Y10 TOVANYIGTOV 3 POPES

H Ogpancio Oo mpémet vo S1akOTTETAL EGV O1 TIUEG TOV AEVKOKLTTAP®Y 1/K0L TOV AUOTETOAMMY
nécovv ota Kabopiopéva enineda. H Bepancio pmopel va cuveyiotel apdtov ot TIEG TV
AELKOKVTTAP®V Kot TV aponetodiov ovénboiv.

Awtopaypévn Nratikn 1) VeQpikr) Aettovpyio

Avdioya pe to Babud g nratikig ducieltovpyiog cog UTopel va gival amapaitnto vo puduicTel n
doom cag (katd 30% oe mepintwon péTplag Nmatikng dvcisrtovpyiag). Kapia pobuion ddong dev
glvon amopaitntn o€ mepintwon veppikng duciettovpyioc. O Bepdmwv yiatpdc cag Oa amopacicel edv
n poOuon 860G etvan amopaitnen.

1la¢ yopnyeito

H Oepaneio pe 1o Bentalya 0o mpénet vo mpaypotonotleital Lovo amod yioutpovg EUmEpovs otr Bepaneia
oykwov. O yutpog cag Ba cag dmaoet v akpipn 66on Bentalya kai 0o ypnoyomomoet Tic omapaitnteg
TPOPLALEELS.

O Bepamov yoTpog cag Oa yopnynoel T0 SAAVUE TPOC £YYVOT LETA TNV TOPUCKEDT] GOUPOVOL LUE TNV
zpikn cvvtayn. To ddAvpa yopnyeitor evtog pog eAERag wg Ppayvmpobeoun £yyvon eni 30 - 60
AEMTAL.

Aépxero. yprnong

Agv &yel kabepwBel Ypovikog TEPLOPIGUOG G YEVIKOG Kovovag yio T Bepaneia pe to Bentalya. H
duapketa g Bepameiag e&optdral amd T VOGO Kol TV avtamdkpion ot Depaneio.

Ed&v avnovyeite 1| £xete TuyOv epotoElg oxetkd pe T Bepoaneia e to Bentalya, napakaieiche va
LAY OETE e TOV Y1TPS 1) TOV VOGNAEVTH GOG.

Eav Eeydoete va ypnopomocete 1o Bentalya
Edv Eeydoate va mapete o door Bentalya, o yiatpdg cog Kavovikd o d1atnpnoetl To pUGIOA0YIKO
TPOYPOLLL SOGOAOYING.

Edv otapatiioete va (pnoiponoreite To Bentalya
O Bepanov yiotpog cag Oa anopacicet edv Oa drakomel 1 Oepaneio 1 B aArdEete o€ Kdmolo GALO

oKeVOCLLO.

Edv &yete meprocdtepeg EpOTNGELS GYETIKA LLE TN XPTOT] CLTOV TOV PUPUAKOVL, POTNOTE TOV Y1OTPO 1)
TOV QOPLOKOTOLO GOG.

4. IIBavéc avemBOuNTES EVEPYELEG
Onwg 6ha Ta eAppoKa, £TGL KOL AVTO TO QAPUAKO UTOPEL VO TPOKAAESEL AVETIOOUNTEC EVEPYELEC OV
ka1 0ev Tapovotdlovtal 6 GAovg Tovg avBpdTovs. MeptKd amd o TaPAKAT® EVPTLATO UITOPEL VAL

BpeBovv petd amd eEetdoelg mov Ba TPayHOTOTOMGEL O Y1ATPOS GOC.

Amocvvleon Tov 10TV (VEKpmon) £xel mapatnpnbel moAd ondvia Emeito amd doppor| Tov Bentalya




€VTOC TOV 10TOV EKTOC TOV ALLoPOp®V ayyeiwv (eEmayyelaxn). AicOnon kavong 6to onpeio mov
glodyOnke n Perdva £yyvong popei vo amotehel EVOEIEN dlappong eKTOHS TV AoPopmv ayyeimv. H
GUVETELD, UTTOPEL VOl Vol TOVOG KOl PTMYN ETOVAMOT] SEPLOTIKMOV AVOUAAIDV.

H docomepiopiotikn avemBountn evépyeia tov Bentalya eivar n diatapoypévn Aettovpyio Tov poglod
TV 00TMOV, TOL GLVNOWOE EMGTPEPEL GTO PVGIOAOYIKO Emetta omd TV Bepoameio. H kotactoln g
Aertovpyiag TOV HVELOD TV 0GTMV LITOPEL VoL 001 YN GEL G YOUNAL KOTTOPO aiplaTog, TO omoio pmopel
Vo 001 YNOEL 6€ aVENUEVO Kivouvo AolumEemv, avatpio 7 vymAod kivévvo aipoppayiog.

IToAv ovyvég avemBOuntec evépyeieg (umopel va emnpedoovy meptocdtepovg amd 1 otovg 10 yprotec)
XopunAég TYEG TMV AEVK®V OLUOGPALPiY (KOTTOPO GTO O[O GO TTOV KATATOAELOVV TIG achéveleg,
Aevkomevia) « Meimwon oty KOKKIVY ¥pOCTIKN TOL aipatog (oposeatpiv: pio TpoTeivn Tov
£PLOPOKVTTAP®V TTOL PETOPEPEL TO OEVYOVO UEGH GTO GMUA) * XUUNAES TIUEG TOV ALILOTETAAIDV
(ypopo KOTTOPO TOL CipaTog oL BonBoly oty THEN Tov aipatog, OpouPomevia) « AoumdEelg
ITovoképaiog * Navrtia ¢ 'Epetog « ®ieypovn PAevvoyovov ¢ Avénpévo eminedo kpeatvivig 610 aipo
(&va Yo VTOAELUUO TTOV TOPAYETAL OTTO TOV LV 60G) * AvENpEVo entimedo ovpiag oo aipa (va
Muko voreypa) © Iopetdc « Koénwon

Yoyvég avembounteg evépyeleg (Umopet va exnpedoouvy uéxpt 1 otouvg 10 yprotec)

Awoppayio * Alotapaypévog LETOPOAGUOC TOL TPOKANONKE 0md KapKvikd kOTTapo mov tebaivovy
Ko ameAenBep@VOLV TO TTEPLEXOUEVO TOVG GTNV KLKAOPOpia Tov aiptoTog (cOvdpopo Avong dykov) ©
Meiwon ota epvBpd apoceaipia yeyovog Tov umopel va Kavel 1o EpUa @ypd Kol VoL TPOKAAECEL
advvapio 1 Svorvola (avaiio) © XapnAég TILES TOV 0VIETEPOPIA®V (£VOG KOIVOG TOTOG
AELKOKVTTAP®V OTLAVTIKOG Y10 TNV KATATOAEUNOT TOV AOUDEEMV, 0VOETEPOTEVIDL) * AVTIOpACELS
vrepevalcinciog OTmG aALEPYIKT] PAEYLOVT] TOV O€pUaTOC (deppatitidn), kKvidwon ¢ AbEnomn ota
nratikd Eviopo AST/ALT (umopel va onpaivel gAeypovi 1 PAGEN TV NTOTIKGOV KUTTAP®V) *
AvEnon oto évlupo odkaAkn eoceatdor (éva Eviupo mov TopdyeTal Kupimg GTO NP KUl GTO 0GTA)
* ADENoM o Xp®OTIKN TNG YOANS (o ovcia Tov TapdyeTar Kot TV S1APKELL TG PLGLOAOYIKNG
arocvvleong Tov epvBpokvttapmv) * Xaunid eninedo KoAiov 610 aipa (pia Opentikr| ovsio ToL etvat
OTOPOLTNTI Y10 TNV AEITOVPYIO TOV VELPIK®V KoL LOTKOV KUTTAP®V, CUUTEPIAUUPOVOUEVOV OVTAOV TNG
Kapduds 6og) * Awtapaypévn Agttovpyia (Suciettovpyia) tng Kopdidg (aicOnua taipudv, otdyym) *
Awrapaypévor Kapdiaxol pvBuoi (appudpic) « Xounin 1 vynAn aptnplokn mtieon (vtoToon 1
VIEPTOOT)) * AlOTAPUYIEVT AEITOVPYIO TVELUOVAVY * Aldppola * AVGKOIAMOTNTO * ZTOUATITION
AndAero 0peéng * ATMOAELD LOAMDY * AgpUaTIKES OANOYEG * AlakomT EUUVOL pOoNG (Aunvoppola) *
Alyog * Abmvia * Zardda * Piyog « Apuddtwon * Kvnouddeg eEavnpua (kvidwon)

Oy ovyvég avemBOunTeg evépyeteg (Umopel va emnpedoovy péypt 1 otovg 100 ypnotec)
AVOTOTEAEGLOTIKY] TOPAYOYT] TOV KVTTAPOV TOV CiaToS (TO 6moyymOeg VAKO LEGA OTA 0GTA GOG
OOV TOPEyYOVTOL TO KUTTOPO TOV AiATOS, HVEAOOVOTANGTIKO cUVdpopo) * Oeia Aevyorpia
2VGeMPEVOT) VYPOD GTOV KAPIOKO GAKO (OTMAELD VYPOV EVTOC TOV TEPTKAPIIAKOD YDPOL)
Koapdiaxn mpocsPoin, Bwpaxikd diyog (Epuepaypa tov pookapdiov) * Kapdiakr averdprela

Yrdwvieg avembounteg evépyeieg (Umopet va, ennpedcovy uéxpt 1 atovg 1.000 ypnoteg)

Aolpwén tov aipotog (onyn) « Meimon g Aettovpyiag Tov HLELOD T®V 0GTMV GOG, 1 0ol PTopet
va 6ag Kavel va aucBavieite adiobesio 1 va evtomiotel otig e€etdoelg aipatog oog * ZoPapéc
oAepyiég avTidpacel; vaepevoiotnoiog (avapuAakTikég avtidpacelg) * Evdeileic mapopoieg pe
AVOQUACKTIKEG AVTIOPAGELS (0VOPUAOKTOEIOEIG avTIOpacelc) * Nmbpotnta * ATdAEL0 TNG QOVNG
(apovia) * O&eia KOKAOPOPIKT KATAPPELOT (ATOTLYIN TG KVKAOPOPING TOL ailaTog Kupimg
KapOLOKNC TPOEALELGTG LE ootV O1aTHPNONG TG TAPOYNG 0ELYOVOL Kot TOV GAAWDV BPENTIKOV
0VLGIMV GTOLG 16TOVG Kol armofoAng To&vav) « EpuBpotnta tov déppatog (epinua) « ®reyuovi tov
dépuotoc (depuatitida) * Dayovpa (kvnouds) * Aepuatikd e&avOnua (knAdmosg eEavonua)
YrepPohikn epidpwon (vrepidpmaon)

oAb omavieg avemBounteg evépyeteg (umopei va emnpedoovy péypt 1 atovg 10.000 xpnotec)
[Ipwtomadng dtunn eAeyov TV Tvevudvey (Tvevuovia) « Abdon tov epubpokvttdpav * Toyeia
UEIMOT GTNV apTNPLOKT TECT] OPIGUEVES POPES LLE BEPUATIKEG OvTIOpaoElg 1 eEavOnua
(avagpuraktikh kataminéio) « Alatopaypévn aicnon g yebong * Metafinbeiceg aicOnoelg
(moparctneia) « Kaxovyio kot mévog ota dkpa (mepipeptkn| vevponddeia) ¢ Xofapr wdbnon mov



KOTOANYEL GE AMOKAEIGUO GUYKEKPIUEVOL VTTOSOYEN TOV VELPIKOD GUGTILLOTOS (OVTLYOALVEPYIKO
GUVOPOLO) * Alatapoayéc Tov veupikov cuoTiatog * EAletyn cvvtovicpov (ataéin) * @Aeypovr tov
€YKEPALOV (eykeaAiTIdN) * AvEnuévog kapdlakog puOuog (tayvkapdia) * OAeypovh otig AEPEC
(phefitidn) * ZynuUoTiopog 16TOY 6TOVG TVELLOVEG (tvon TV TVELUOV®V) * AYOPPOYIKT] PAEYLOVT|
TOV 01G0PA&YOoL (CLOPPAYIKT 0l1o0PaYiTION) * Aloppayic. TOV GTOUMYOV 1) TOL EVIEPOL * XTEPOHTNTO
* [ToAvopyavikni avemapKelo

Mn yvootég avemBduntec evépyeieg (1 cuyxvotnta dev pmopel vo ektiunei pe Baon ta dabéoiua
dedopéva)

Mn Kovovikog Kot Gy v Yp1yopog Kapotakog puBuods (kodmikn papuapoyn) © [vevpovitida

* Aoppayia amd tovg Tvevbpoveg * Hratiknm avendpketo * Exddvvo kokkivo 1 popf e£avinua tov
e€amlmveTtal Kot ovokdAeg 1 / kKot dAdeg PAaPec mov apyilovv va gugoviloviol oto Brevvoyovo (m.y.
0TO GTOUO KOt Ta XEIAN), 101G av giyote Tpv evactncia 6To EMG, AOYUMEELS TOL AVATVELGTUIKOD
ovotpatog (T.y. Ppoyyitida) Kot/ 1 Topetd * Neppikn avemdpkeio * deppotikd eEavOnua oe
cuvdvaouévn Bepomeio pe prrovéuaunn © veepPoiikr 00pNGN, SCLUTEPIAAUPBAVOUEVIG TS VOYTOS, KoL
VIEPPOMIKT SlyoL KOUN Ko LETE TV KATAVAA®GT VYP®V (VEQPOYOVOG Gmo10¢ StafrTng)

Emwcowvevnote e tov yatpd cag 1 avalnote apéoms Tptkn fondeta ov Topatnpnoete Kamolo
oo TIC TOPAKAT® AVETIOOUNTEG EVEPYEIEG (U1 YVOOTHG GLYVOTNTOC):

YoBapd deppatuca eEavOnuata copneptiappovouévov tov cuvdpopov Stevens-Johnson kot To&ik
EMOEPIKT VEKPOALON. AVTA UTOPEL VO ELPAVIGTOVV (G KOKKIVOTEG KNALOES Tov potdlovv pe o1d)0
N KOKAIKEG KNAOEG, GLUYVA e KEVIPIKEG KOWYELEC GTOV KOPO, OTOAETION TOL SEPLOTOC, EAKT GTO
OTOUA, 6TO AOd, 0T HOTN, OTO YEVVITIKA OpYOvaL Kot GTO PLATLOL KO LTOPEL VoL TPONYEITOL TUPETOG
KOl GUUTTOUATO TOV LotdLovv pe ypim).

I'evikevpévo e&avOnua, vymin Beppokpacio cOUATOG, H10YKMGTN TOV AEUPOYAYYAIDV Kol GAA®V
0pYAVOV TOL COUATOS (AVTIOPUOT) LLE PAPUAKO LE NOGIVOPIALD, KOl GUGTNUOTIKG GUUTTM 0T TOV
glvan emiong yvoot| wg DRESS 11 cOvopopo vepevarcOnociog eappdicov).

"Eyxovv vap&et avapopég dykmv (LueAodVeTANGTIKO GUVOPOLO, o&eia poehoyevic Asvyoio (OMA),
Bpoyyd kapkivopa) énerta and Bepancio pe To Bentalya. Agv umopotce va tpocdiopiotel Gopng
oyéon pe to Bentalya.

Ava@opd avemOOunTOV gvepyELOdV

Edv mapotnpricete kamowo avemBOUnTN eVEPYEL, EVILEPDGTE TOV Y1ATPO 1) TOV VOGOKOLO 6. AVTO
1oYOEL Kot Yo KaOe Thav| avemBountrn vEPYELN TOL OEV AVOPEPETAL GTO TOPOV PUALO OONYIDV
ypnons. Mropeite emiong va avagépete avemBOunTeg evépyeleg anevbeiog, pécw tov EBvikov
Opyaviopot @appdxkmv, Mecoyeimv 284, GR-15562 Xolapyog, ABnva, TnA: +30 21 32040337,
Iototomog: http://www.eof.gr, http://www Kitrinikarta.gr.

Méow g avagopdg avemBOUNTOV EvEPYEL®V pmopeite vo. fondncete ot GLAAOYT TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVIOSC POPLAKOV.

5. og va gvraccete 10 Bentalya
To @apuoko ovtd TPETEL VoL PUAACCETOL GE PEPT] TOV OEV TO PAETOVV Kol OV TO POAVOLV T, TOSLA.

Na pnv xpnouonoteite ovtod To0 PAPUOKO LETA TNV Nuepounvia ARENG oL avapépeTal TNV
gmonuaven tov koutov petd 1o EXP. Ta 600 npmdta yneio deiyvovv Tov Uiva Kot To T€6oEpa.
teAevTaio ynoia deiyvovv to £tog. H nuepounvia AHéng eivar n teElevtaio nuépa Tov pnvo. mov
ovVOQEPETOL EKEL.

dvldcoete TOV TEPIEKTT 6TO EEMTEPIKO KOVTI Y10 VO, TPOGTUTEVETAL OTTO TO POC.

Xnpeioon yia 1 dwapkera {ong petd 1o dvorypa 1 TNV TPOETOINAGIC TOV SLEADIATOS

Ta StoAdpoTo TPOG £YXVOT TOV TPOETOIUAGTNKOY GCOUP®VA UE TIG 00NYIEC TOL AVAYPAPOVTOL GTO
TEAOG TOV TOPOVTOG GUALOL 0ONYIDV Elvar 6Tabepd 6€ GAKOVG amd TOALULOVAEVIO GE DepLokpacia
dopatiov / 60% oyetikn vypoaoia yia 3,5 dpec, Kot ato yuyeio etvon otabepd yio 2 nuépes. To


http://www.eof.gr/
http://www.kitrinikarta.gr/

Bentalya dgv mepiéyel cuvinpntikd. Erouévmg, to Staddpoto dev 0o mpémet va ypnoiuomolovvtal HETd
omd oVTA TO YPOVIKE OLUCTILLOTOL
Eivon ev0dvn tov yprom va dwatnpel cuvinieg aonyiog.

Mnv metdite @APUAKO GTO VEPD TNG AOYETELONG N OTA OIKLOKA amoppippata. Potmote tov
QOPUOKOTOLO GOG YOl TO TS VO TETAEETE TOL PAPLLOKO TTOV OEV YpNoLomoteite mo. Avtd to pétpa Ba
BonBnoovv oty Tpoctacia tov mepiPdAiiovtog.

6. Iepreyrdpeva TS CLOKELAGIOG KO AOTTEG TANPOPOPIEg

T tepréyer To Bentalya
e H dpaotikn ovcia eival 1 vdpoylmpikn BevoapovoTivr.
"Eva groiido mepiéyet 25 mg vdpoylmptkng fevoapovstivng
‘Eva iaAido wepiéyel 100 mg vdpoyropikng fevdapovativng
Metd v avacvotacn, 1 ml Tov mokvol SteAdpaTog TEPLEYEL 2,5 mg VOPOYAWDPIKNG
Bevdapovotivig.
e To dAAo GLGTATIKO ElvOL 1) LOVVITOAN.

Epedavion tov Bentalya kon wepreyépevo g cvuokevaciog
A€gvKT £0C VTTOAEVKT AVOPIAT GKOVT| G KAPOUEAE YOAMVO PLOAISI0 e SAKTOAMO QGPUAEING KoL
Kamdxt adovuwviov pe flip-top.

Tvdiwvo eaAido tomov I tewv 25 ml.
Tvéaiwvo elaAido tomov I tewv 50 ml.

To Bentalya eivat dtoebéoipo og cuokevacieg mov mepiéyovv 1, 5, 10 kan 20 proridia Eveong pe 25 mg
VOPOYA®PIKNG Bevoapovotivng kot 1 kot 5 eladidia Eveong e 100 mg vdpoyrwpikng fevdapovotivig.

Mmropei va, unv KoKAOQPOpOUV OAEG 0L GLOKEVAGIES.
Karoyog Adsrog Kvkhogopiog ko Ilapackevaostiic

Kéroyog Adsrog Kvkhogopiag
INNOVIS PHARMA A.E.B.E.
Agw¢. Mopobmvog 144,

15351 IoAAnvn, Attiki
EALéda

TnA.: +30 216 200 5600
E-mail: info@innovispharma.gr

IMopaockevaotig
-Synthon Hispania SL, Barcelona, IXTTANIA

-Synthon s.r.o., Blansko, TZEXIA
-EGIS Pharmaceuticals PLC, BOKENYFOLDI, BUDAPEST, OYTTAPIA

AVTO6 TO QUPRAKEVTIKO TPOTOY el eykprOel ota Kpatn Méin tov Evpomaikod Owovopikov
Xopov (EOX) pe Tig axdérov0eg ovopacisg:

Boviyopia benmak 2,5 mg/ml npax 3a KOHIIEHTpAT 32 HHPY3HOHEH Pa3TBOP

Kpoaria Benmak 2,5 mg/ml praSak za koncentrat za otopinu za infuziju

Kompog Bendamustin Ledpharm 2,5 mg/ml kévic yio tokvo S1dAvua. Yol TopocKEDn
SLADUATOG TPOC £YYVOT

Togyio Ledufan 2,5 mg/ml praSek pro koncentrat pro infuzni roztok

Aovia Clybenic 2,5 mg/ml

EALGSO BENTALYA


mailto:info@innovispharma.gr

TTolmvia Benmak

Povpavia Benmak 2,5 mg/ml pulbere pentru concentrat pentru solutie perfuzabila
Y oPaxia Ledufan 2,5 mg/ml
YhoPevia Benmak 2,5 mg/ml praSek za koncentrat za raztopino za infundiranje

To wapdv UAAO 00N YLOV Yp1IoNS avavE®PONKE Y10 TEAEVTOIO POPE TOV AVyovoTo 2025.
O Tinpo@opicc Tov akorovBovV amevOivovTal pévo o€ erayyslpatieg vysiog:

Onwg pe 6Aeg TIC TOPOHOLES KVTTUPOTOEIKEG OVGIESG, QLOTNPOTEPEG TPOPVAAEELS AGPUAELNG IOYVOVV
OGOV aPOPE TO VOGNAEVTIKO TTPOCMTIKO KOl TOLG YLOTPOVG, AGY® TNg THoVNG ETIOPAONC TOV
TOPUCKEVAGLOTOC Y10 KATAGTPOPT] TOL YOVIOIMUATOS Kol TPOKAT G KOPKivov.

ATOQUYETE TNV EIGTVOT| KO TNV ETOPT| LE TO SEPHLOL KO TOVS PAEVVOYOVOLG KATA TO YEPICUO TNG
Bevdapovotivig (popéote YAVTLO, TPOGTATEVTIKO POLYIGHO, Kot THAVAOS Lt LACKN TPOSHOTOL!). X
TEPIMTO®GT TTOL KATOL0, TUNILOLTO TOV GMUATOG LoAVVOoVV, KaBapioTe T0 TPOGEKTIKG e GOTOVVL Kot
vepo, kot Eemovete Ta pdtia pe 0,9% (1ootovikd) dtdAvpe puetoloyikol opov. Edv gival duvatov,
ouvioTaTol 1 pyacio va yivetal og 101K0 TAYKO £PYAcios (OTPOUATIKY pON)) HE OVOADGCLLO
ATOPPOPNTIKO UALO 7OV givol ad1amEPAOTO 6€ VYPA. To LOAVGUEVA AVTIKEIIEVA ETvarL
KutTapootoTikd vroisippara. [opoakaieiches va coupopedvesTe e TI¢ £0VIKES KatevBuvTNpLEC
odMNyleg GYETIKA UE TNV ATOPPLYT TOL KVTTAPOOTATIKOD VAKOV! O1 £YKVEG YUVOIKES TOV TPOCOTLKOV
TPENEL VO ATOKAEIOVTOL OO TNV £PYOGIN e KVTTAUPOSTATIKOVG TOPAYOVTES.

To étoipo mpog ypnon StdAvpa TPETEL va TAPACKELALETOL SIOADOVTAG TO TEPLEYOUEVO EVOG PLOALOIO
EVESIUNG PEVOALOVOTIVIG OMTOKAELGTIKA GE VOWP Yol EVECLUA, OG EENG:
1. I[Ipogtopacio Tov TOKVOD SLHAVUATOG
- 'Eva @uoAidio evésung Pevdopovotivig mov meptExel 25 mg vdpoylmptkng fevoapovotivng
Sdwvetal mpoto og 10 ml pe avokivnon
- "Eva ¢ioAidio evéoung Pevdapovotiving mov mepiéyet 100 mg vdpoyrmpikng Pevdapovativig
dtodvetal Tpmto og 40 ml pe avakivnon

2. Ilpoetopacio Tov SADLOTOC TPOG EYYLOT

Motig AneBei Eva drapaveg dtdAvpa (tepimov petd amod S - 10 Aentd), 1 GUVOMKT GUVIGTOUEVT] OO0
g Pevdapovotivne apordveton apéomg pe 0,9% (16otovikd) dStdAvpo GUGLOAOYIKOD 0pOV MCTE Va.
AnoBel tedkog 6ykog mepinov 500 ml. H Bevdapovotivn dev mTpémet vo apaidvetal te dALo StaAd ot
7pog &yyvon N éveon). H Pevdapovotivn dev Tpémet va avaputyvoetal o€ £yyoon Ue AAAES OVGieG.

3. Xopnynon

To duivpa yopnyeitar péom evoopréPiag Eyyvong ent 30-60 Aemtd.

Ta @raAida Tpoopifovton yia pia yxpnon povo.

Kda0e aypnoiponointo poidv 1 VIOAEUUN TPETEL VO, ATOPPITTETOL COUPDVA UE TIG KOTA TOTOVG
LOYVOVGEC GYETIKES OLOTAEELG.

Axovoia £€veon evtog TOV 16TOD EKTOG ALLOQOP®V ayyeimv (eEmayyelaxn éveon) Bo Tpémel va
dwokomteton apéowc. H Belova Ba mpémetl va apaipeitorl petd omd covioun avoppoenon. Katdémiv n
emmpealopevn meployn Tov 16tov Ba tpémel va yHyetar. O PBpoyiovag Bo Tpémet va avoydveTol.
EmnpocBeteg Oeponeicg OTmE 1 ¥p1o1 KOPTIKOGTEPOEOMY OV £XOVV GUPES OPEAOG (PA. Tapdypapo
4).



